SUMMARY OF 
IMPORTANT MEDICAL INFORMATION* 
PALACOS* R 


DESCRIPTION 

Palacos R Cement provides two separate, premeasured sterilized components which, when mixed, 
form a radiopaque rapidly setting bone cement 

Powder Component—40 g 

Methyimethacrylate—methy! acrylate copolymer containing chlorophyll 

Benzoyl peroxide, hydrous 75% 

Zirconium dioxide 

Liquid (Monomer)—2.0 mi 

Methyimethacrylate (stabilized with hydroquinone) 

N, N-dimethyl-p-toluidine 

Chiorophyll 

Green pigment (chlorophyll) is added to both the powder (copolymer) and liquid (monomer) to produce 
a greenish tint in the final cement. This renders it possible to distinguish between bone and cement 
within the surgical field. As polymerization —— a sticky dough-like mass is formed which can be 
molded for about 3 minutes (at 23° C [73° F)) after about 30 seconds. (See graphs and tables for tem- 
perature variations in package insert.) 


INDICATIONS 

Palacos R Bone Cement is indicated for use as bone cement in arthroplastic procedures of the hip, knee 
and other joints to fix plastic and meta! prosthetic parts to living bone when reconstruction is necessary 
because of osteoarthritis, rheumatoid arthritis, traumatic arthritis, avascular necrosis, non-union of 
fractures of the neck of the femur, sickle cell anemia, osteoporosis, secondary severe joint destruction 
following trauma or other conditions (also for fixation of unstable fractures in metastatic malignancies) 
and revision of previous arthroplasty procedures 


CONTRAINDICATIONS 

Palacos R bone cement is contraindicated in patients allergic to any of its components. The use of 
Palacos R is contraindicated in patients with infectious arthritis, and in active infection of the joint or 
joints to be replaced or if there is a history of such infection. The device is also contraindicated where 


loss of musculature or neuromuscular compromise in the affected limb would render the procedure 
unjustifiable 


WARNINGS 

THE LIQUID MONOMER IS HIGHLY VOLATILE AND FLAMMABLE. APPROPRIATE PRECAUTION SHOULD 
BE TAKEN, PARTICULARLY WITH ITS USE IN THE OPERATING ROOM. THE MONOMER IS ALSO A 
POTENT LIPID SOLVENT AND SHOULD NOT BE ALLOWED TO COME IN DIRECT CONTACT WITH THE 
BODY OR RUBBER GLOVES BEFORE IT IS MIXED WITH THE POWDER 


CARE SHOULD BE EXERCISED DURING THE MIXING OF THE TWO COMPONENTS TO PREVENT EX- 
CESSIVE EXPOSURE TO THE CONCENTRATED VAPORS OF THE MONOMER. THESE MAY IRRITATE THE 
RESPIRATORY TRACT AND EYES, AND MAY POSSIBLY BE HARMFUL TO THE LIVER. SKIN REACTIONS 
APPARENTLY RESULTING FROM CONTACT WITH THE MONOMER HAVE BEEN REPORTED 


Although the results of animal teratology studies were negative, the implantation of Palacos R bone 

cement in pregnant women or by women of childbearing age requires that the potential benefits be 

weighed against the possible hazards to the mother or fetus 

NOTE: 

1. The copolymer powder does not withstand heat sterilization treatment. If a packet is accidentally 
opened, it must not be used 

2. Ascertain that sufficient material be removed from stocks and stored at about 23° C (73° F) for 24 
hours before use 

PRECAUTIONS 

Data from clinical trials dictate the absolute necessity of strict adherence to good surgical principles and 

technique. Deep wound infection is a serious postoperative complication and may require total removal 

of the prosthesis and embedded cement. Deep wound infection may be latent and not manifest itself 

even for several years postoperatively. 


Blood pressure, pulse and respiration should be carefully monitored during and immediately after im- 
plantation of the bone cement. Any significant alteration in these vital signs should be corrected with 
appropriate measures. Care should be taken to clean and aspirate the proximal portion of the femoral 
medullary canal just prior to insertion of bone cement 


The powder and liquid components have been carefully compounded. The entire contents of both the 
packet and ampule must be utilized. DO NOT USE PARTIAL AMOUNTS OF EITHER 

MIXING INSTRUCTIONS 

1. Pour the liquid into a bow! 

2. Add the powder. 

3. Stir vigorously, but carefully, for about 30 seconds until a sticky mass is obtained 

ADVERSE REACTIONS 

A transitory fall in blood pressure immediately after implantation of bone cement and endoprosthesis 
can be observed. Rare cases have been reported in which the hypotension was associated with cardiac 
arrest and sudden death, connected with lung embolism 


Possible adverse reactions: Thrombophlebitis, pulmonary embolism, hemorrhage and hematorna 
loosening or displacement of the prosthesis, superficial wound infection, deep wound infection, tro- 
chanteric bursitis, trochanteric separation, heterotopic new bone, short-term irregularities in cardiac 
conduction, myocardial infarction, cerebrovascular accident 

IMPORTANT SURGEON INFORMATION 

ADVERSE REACTIONS AFFECTING THE CARDIOVASCULAR SYSTEM APPEAR TO BE RELATED TO THE 
INTRAVASATION OF UNPOLYMERIZED LIQUID MONOMER. THE MONOMER, HOWEVER, UNDERGOES 
RAPID HYDROLYSIS TO METHACRYLIC ACID. BETWEEN THE CIRCULATING CONCENTRATIONS OF 
METHACRYLIC ACID AND BLOOD PRESSURE CHANGES. NO CORRELATIONS HAVE BEEN ESTAB- 
LISHED. THE DIRECT PRESSURE FROM THE FORCING OF BOTH THE CEMENT AND THE PROSTHESIS 
INTO THE MEDULLARY CANAL RESULTS IN FAT AND BONE MARROW EMBOLI WHICH WOULD SEEM 
TO BE A GREATER RISK FOR THE CAUSE OF HYPOTENSION. THE REPORTED RARE INSTANCES OF 
CARDIAC ARREST ARE UNCLEAR, BUT MAY WELL RESULT FROM DIRECT PULMONARY EMBOLISM 
EFFECTS OR SECONDARY TO HYPOXIA CAUSED BY PULMONARY PHENOMENA 


FOR REDUCTION OF SUCH EPISODES, THE MEDULLARY CAVITY SHOULD BE CLEANED THOR- 
OUGHLY PRIOR TO THE APPLICATION OF THE CEMENT. FURTHER, DURING THE APPLICATION OF THE 
CEMENT, THE MEDULLARY CANAL PRESSURE SHOULD BE MINIMIZED BY SUCTIONING AND VENT- 
ING THE CAVITY. ANOTHER ALTERNATIVE IS USING A PLUG. THE CIRCULATING BLOOD VOLUME SHOULD 
BE KEPT WELL BALANCED 


THE DEGREE OF HYPOTENSION OBSERVED APPEARS TO BE MORE MARKED IN PATIENTS WITH EL- 
EVATED OR HIGH NORMAL BLOOD PRESSURE, IN HYPOVOLEMIC CONDITIONS AND IN INDIVIDUALS 
WITH PRE-EXISTING CARDIOVASCULAR ABNORMALITIES. THE DURATION OF THE HYPOTENSIVE 
REACTION MAY BEGIN 10-165 SECONDS AFTER INSERTION OF BOTH CEMENT AND PROSTHESIS AND 
MAY LAST UP TO 5-10 MINUTES. 


INTRODUCTION OF LIQUID CEMENT UNDER PRESSURE INTO A CLEAN MEDULLARY CANAL HAS BEEN 
SHOWN TO APPRECIABLY ENHANCE THE FILLING OF THE BONE CAVITIES WITH MARKED IMPROVE- 
MENT IN THE SECURITY OF THE BONE-CEMENT INTERFACE. CARE MUST BE EXERCISED IN INTRO- 
DUCING THE CEMENT CONTINUOUSLY FROM DISTAL TO PROXIMAL TO AVOID LAMINATIONS IN THE 
CEMENT. 

CAUTION 

Federal Law restricts this device to sale, distribution, and use by or on the order of a physician 


Manufactured by Distributed by: 
Kulzer & Co. GmbH Richards Medical Company 
6393 Wehrheim 1450 Brooks Road 
Fed. Rep. of Germany Memphis, Tennessee 38116 
Palacos is a trademark of Kulzer &Co.GmbH = 9(901) 396-2121 
Call Toll Free: 800-238-7538 
® (in TN 800-582-6282 
ae. Se urgical Limited 
ith Roa 
—— Mississauga, Ontario 
L4T1L2 
(416) 677-9744 
Under the license of 
E. Merck, Darmstadt 
Fed. Rep. of Germany 
*FOR MORE COMPLETE AND DETAILED DESCRIPTION, REFER TO THE PACKAGE IN- 
SERT SUPPLIED WITH THE PRODUCT. 
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